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DETAILED ACTION 
Summary 

Receipt of the Remarks and Amendments filed 03-15-2006 is acknowledged. 
Claims 1-4 are pending in this action. Claims 1-4 are rejected. 

Priority 

Applicant's claim for the benefit of a prior-filed application under 35 U.S.C. 1 19(e) 
or under 35 U.S.C. 120, 121, or 365(c) is acknowledged. Applicant has not complied 
with one or more conditions for receiving the benefit of an earlier filing date under 35 
U.S.C. [1] as follows: 

The later-filed application must be an application for a patent for an invention, 
which is also disclosed, in the prior application (the parent or original nonprovisional 
application or provisional application). The disclosure of the invention in the parent 
application and in the later-filed application must be sufficient to comply with the 
requirements of the first paragraph of 35 U.S.C. 112. See Transco Products, Inc. v. 
Performance Contracting, Inc., 38 F.3d 551, 32 USPQ2d 1077 (Fed. Cir. 1994). 

The disclosure of the prior-filed application. Application No. 08/814974 now US 
Patent 6129930, fails to provide adequate support or enablement in the manner 
provided by the first paragraph of 35 U.S.C. 1 1 2 for one or more claims of this 
application. The instant claims 1-4 recite an intermediate release composition 
comprising nicotinic acid, in which the nicotinic acid is released over a stair stepped 
absorption profile. However, the particular stair stepped absorption profile recited by 
instant claims are not supported by the parent application. Thus, claims 1-4 do not 
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receive benefit of the priority date of the parent application. The only reference to a rate 
of release that the claims or the specification make is a sustained release rate in which 
between about 2-25% of the nicotinic acid is released per hour. This general teaching 
does not support the specific recitation of up to 19% of nicotinic acid absorbed between 
1-4 hours in the first phase, between 78-100% absorbed between 5-9 hours in the 
second phase, and between 86-100% absorbed by about 9 hours in the third phase. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-4 are rejected under 35 U.S.C. 102(e) as being anticipated by US 
6406715. 

The applied reference has a common inventor with the instant application. 
Based upon the earlier effective U.S. filing date of the reference, it constitutes prior art 
under 35 U.S.C. 1 02(e). This rejection under 35 U.S.C. 1 02(e) might be overcome 
either by a showing under 37 CFR 1.132 that any invention disclosed but not claimed in 
the reference was derived from the inventor of this application and is thus not the 
invention "by another," or by an appropriate showing under 37 CFR 1.131. 
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As discussed above, Applicant does not receive benefit of the filing date of the 
CIP parent US 6129930. Thus the filing date of the instant application is 10-31-1997. 
The filing date of the prior art reference is 10-31-1997, and the prior art reference claims 
benefit of priority applications dated back to 09-20-1993. The reference names one 
inventor in common with the instant application, while the instant application names two 
inventors. Thus this prior art reference is "by another" and has a prior effective U.S. 
filing date, which is earlier than the instant applications filing date. 

Cefali teaches compositions that afford intermediate release of nicotinic acid, and 
that are used for the treatment of hyperlipidemia (col. 1, lines 20). The instant claims are 
drawn to a method of treating hyperlipidemia with an intermediate release composition 
of nicotinic acid. The prior art reference also teaches the composition to have a stair- 
stepped absorption profile (col. 5, line 31). The reference further teaches that the 
composition releases "at least the majority" of the composition between 5 and 9 hours 
(col. 5, lines 17-20). The reference also describes three separate absorption phases: A, 
B and C (col. 8, lines 1-13). Phase A occurs within 1-4 hours, phase B between 4-8 
hours, and phase C between 5-9 hours (col. 8, lines 15-19). Table 1 discloses that up to 
about 19% of the composition is absorbed in phase A, and between 78-100% is 
absorbed in phase B, with the remainder being absorbed in phase C (col. 8, lines 20- 
25). Table 1 shows that 90.7 % is absorbed in phase B, this is about 91% as is recited 
in instant claims. Table 1 also discloses the same absorption rate ranges for each 
phase as claimed in claim 3. Table 1 also discloses the limitations of claim 4, in that the 
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% dose absorbed in phase A was 3.3% in 2.3 hours, and in phase B was 19% in 7.3 
hours. 

Response to Arguments 

Applicant's 37 CFR 132 Declaration filed 03-15-2006 submitted to overcome the 
102 (e) rejection made over US 6406715 (Cefali) has been considered but is not 
persuasive. Dr. Cefali declares that the work in the instant application was derived from 
the same work that formed the basis for the invention set forth in US 6406715. Dr. 
Cefali also declares that the instant body of work and cited reference US 640671 5 are 
derived from the parent application US 6129930. It is noted that the sole inventor on the 
parent application US 6129930 is Dr. David Bova. US 6129930 discloses the same 
composition and the same method as claimed in the instant application. Thus it is 
unclear what portion of the invention was Dr. Cefali's work alone. As the inventive entity 
in the instant application is both Dr. Cefali and Dr. Bova, this constitutes a different 
inventive entity over Dr. Cefali or Dr. Bova alone. Additionally, priority to US 6129930 
has been denied since the disclosure does not enable the stair stepped or sigmoidally 
shaped absorption profile claimed in the instant application. Thus the claimed 
absorption profile of the instant claims constitutes new matter for which the disclosure of 
US 6129930 does not lend support. It would appear that the instant invention is a work 
derived from both the work of US 6406715 and US 6129930, thus it is unclear how Dr. 
Cefali can certify to be the sole inventor of the instant invention, and the invention of US 
6406715 and thus claim that the work of US 6406715 is not by another, because the 
work of the instant application is done by the inventive entity " Dr. Bova and Dr. Cefali" , 
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and the work of US 6406715 is by the inventive entity "Dr. Cefali". Thus US 6406715 is 
"by another" and the 102 (e) made over Cefali is maintained. 

Upon further consideration the following are further grounds of rejection: 

Double Patenting 

A rejection based on double patenting of the "same invention" type finds its 
support in the language of 35 U.S.C. 101 which states that "whoever invents or 
discovers any new and useful process ... may obtain a patent therefor ..." (Emphasis 
added). Thus, the term "same invention," in this context, means an invention drawn to 
identical subject matter. See Miller v. Eagle Mfg. Co., 151 U.S. 186 (1894); In re 
Ockert, 245 F.2d 467, 114 USPQ 330 (CCPA 1957); and In re Vogeh All F.2d 438, 164 
USPQ 619 (CCPA 1970). 

A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by 
canceling or amending the conflicting claims so they are no longer coextensive in 
scope. The filing of a terminal disclaimer cannot overcome a double patenting rejection 
based upon 35 U.S.C. 101. 

Claims 1-4 are rejected under 35 U.S.C. 101 as claiming the same invention as 

that of claims 1-17, 34-132 of prior U.S. Patent No. 6129930. This is a double patenting 

rejection. 

The patented claims recite a method of treating hyperlipedmia by administering a 
sustained release composition of nicotinic acid once per day. It is noted that that instant 
claims are directed toward an intermediate release formulation, however the structural 
components of the formulation in both the patent '930 and the instant disclosure are 
identical. Thus the composition of the patent and the instant claims is the same. Further 
the positive method step of treating hyperlipedemia with the identical composition would 
be identical, thus even though the claims differ in wording, the composition being 
administered is the same and method step of administering the composition once per 
day is the same. Thus the claimed subject matter is identical. 
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Claims 1-4 are rejected under 35 U.S.C. 101 as claiming the same invention as 
that of claims 1-27 of prior U.S. Patent No. 6676967. This is a double patenting 
rejection. 

The patented claims recite the same positive method step and that is orally 
administering a once per day intermediate release formulation of nicotinic acid. 
Applicants attention is drawn to Table IB which discloses the same exact ingredients as 
are disclosed in the instant application's Table IB. Thus the method of administering the 
same composition makes the scope of the instant claims and patented claims identical, 
and thus this constitutes statutory double patenting. 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g.. In re Berg, 140 
F,3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Long!, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-4 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1-148 of U.S. Patent No. 6129930. 
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Although the conflicting claims are not identical, they are not patentably distinct from 
each other because the method claims presented define the composition being 
administered structurally, instead of functionally the way the composition is defined in 
the instant application. However as was discussed above the composition ingredients 
are identical in both the patent disclosure and the specification disclosure. Thus the 
composition being administered is identical and even though the method of 
administering the identical composition is claimed in functional language with regard to 
the release profile in the instant application and claimed with structural language with 
respect to the patented claims the method of administering the same composition would 
still be obvious to one of ordinary skill in the art. It would further be obvious to 
administer the composition of the patented claims in the same method as taught in the 
patented claims, and it would be an inseparable function of the composition disclosed in 
the patented claims to exhibit the release profile as claimed in the Instant application 
because the compositions in both the patent and the instant application are identical. 
The fact that the language of the patented claims describe the composition as sustained 
release and the instant application defines it as intermediate release is noted, however 
the ingredients that make up the composition are identical in both the patent and the 
instant application (see table 1 B in the patent and table IB in the instant disclosure). 

Claims 1-4 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable overclaims 1-16 of U.S. Patent No. 6406715. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because the patented claims are to an intermediate release nicotinic acid 
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once a day formulation. It would be obvious to one of ordinary skill in the art to 
administer the oral once a day nicotinic acid formulation to treat hyperlipidemia. The 
composition ingredients of the instant formulation and the patented formulation are 
identical (see table 1 B of both the patent and the instant specification). 

Claims 1-4 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1-16 of U.S. Patent No. 6746691. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because the patented claims are to an intermediate release nicotinic acid 
once a day formulation. It would be obvious to one of ordinary skill in the art to 
administer the oral once a day nicotinic acid formulation to treat hyperlipidemia. The 
composition ingredients of the instant formulation and the patented formulation are 
identical (see table IB of both the patent and the instant specification). 



Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-4 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for orally administered antihyperlipidemia 
compositions which comprise 30-90% parts of nicotinic acid, and 5-50% parts of 
hydroxypropylmethylcellulose, does not reasonably provide enablement for other 



nicotinic acid formulations that exhibit intermediate release with other ingredients other 
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than those disclosed in the instant specification. Page 8, lines 5-16 disclose the 
ingredients of the confipositions. Further Table IB disclose specific formulations for 
which the claims are enabled, however formulation comprising other polymers not 
specifically disclosed in ranges and amounts outside the ranges disclosed in the 
specification are not enabled. The instant claims do not include any specific structural 
limitations that would define the composition commensurate in scope with the disclosure 
of the instant invention. The specification does not enable any person skilled in the art 
to which it pertains, or with which it is most nearly connected, to make or use the 
invention commensurate in scope with these claims. One of ordinary skill in the art 
would not know without undue experimentation how to select an intermediate release 
nicotinic acid formulation for once a day administration to treat hyperlipidemia that 
would exhibit the same release profile, because the claims do not disclose any 
structural features of the composition. Thus any composition that comprises nicotinic 
acid in an intermediate release formulation would satisfy the requirements of the claims, 
and the specification is not enabling for all intermediate release formulations. 

Claim Rejections - 35 USC § 102 



The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
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only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-4 are rejected under 35 U.S.C. 102(e) as being anticipated by Bova US 
6129930. 

Bova discloses a nicotinic acid formulation, which comprises 30-90% parts of 
nicotinic acid, and 5-50% parts of hydroxypropylmethylcellulose (col. 3, lines 5-16). 
Examiner notes this is the same as the ingredients disclosed in the instant specification 
on page 8, lines 5-16. Bova further teaches a method of administering said 
compositions in once per day doses for the treatment of hyperlipidemia (col. 3, lines 25- 
30). Bova discloses specific formulations in table 1 B. Examiner notes the instant 
disclosure discloses the same formulation in table IB. Thus the composition of Bova, 
since it comprises the same ingredients, in the same amounts as that claimed in the 
instant application would be expected to exhibit the same stair stepped or sigmoidally 
shaped absorption profile as claimed in the instant invention. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Pili A. Hawes whose telephone number is 571-272- 
8512. The examiner can normally be reached on 8-4:30 M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on 571-272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct, uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



P.A, Hawes 
Examiner-1615 
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SUPERVISORY PATENT EXAMINER 
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